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Claim Rejections - 35 USC § 112 

Claims 22 and 29 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. Claim 29 
recites a method in which the inner surgical element is fixed into two different out 
of plane shapes for periods of time that permit a medical procedure. The 
examiner cannot find this sequence of events in the original specification or 
claims. Claim 22 has similar limitations concerning reforming the inner element 
into a second shape after a first out of plane fixation step, steps which are not 
immediately apparent from the original disclosure. The examiner requests 
applicant to point out the where in the original specification the method 
comprising this sequence of steps can be found. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this 
or a foreign country or in public use or on sale in this country, more than 
one year prior to the date of application for patent in the United States. 
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(e) the invention was described in (1) an application for patent, published 
under section 122(b), by another filed in the United States before the 
invention by the applicant for patent or (2) a patent granted on an 
application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international 
application filed under the treaty defined in section 351(a) shall have the 
effects for purposes of this subsection of an application filed in the United 
States only if the international application designated the United States 
and was published under Article 21(2) of such treaty in the English 
language. 

Claims 19-22 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Ganz et al. USPN 4,430,083. Ganz teaches an inner surgical element in the 
form of either an inner catheters 1 1a or inner catheter 1 1 b that have a planar 
bend 103 and transverse distal tips. Tips 105a and 105b are inner catheter 
curved portions that are transverse to the plane of the bend section 103. (column 
7 lines 7-10). Bend sections 101 and 103 are configured to match bend 67a and 
109 in such a manner that when inserted the sections 101, and 103 find their 
natural configuration. Therefore outer catheter bend section 67a is also planar 
with section 103 when the latter is inserted therein. In this regard the examiner 
considers the outer catheter 57a with the inner catheter(s) 1 1a or 1 1b disposed 
therein to be a combination catheter. Outer catheter tube has distal end portion 
67a fixed in a first curve defining a first plane that matches the plane of inner 
catheter bend 103, The outer catheter is disposed in the body (Column 7 lines 
21-22, column 6 lines 6-10) and the inner surgical element having distal end 105 
(b) is disposed therein. As the inner catheter is advanced (column 7 lines 23+) 
the inner catheter bends 101 and 103 become aligned with outer catheter 
member curves 109 and 67a as tip 105 (105b) emerges from the tip. Such a 
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process involves the formation of the combination catheter in which the shape of 
the distal end is disposed substantially out of the first plane. Since the catheter 
and inner surgical element are already being used medically for a catheterization 
procedure the limitation of "a period of time sufficient to permit medical use of the 
catheter tube or the inner medical element" is met. However, the inner catheter, 
being in the correct orientation may be advanced and "positioned" (claim 20) in to 
the anterior descending artery for performing a thrombus injection treatment 
procedure. Regarding claim 21 and 22, upon completion of the procedure, the 
combination catheter would be removed from the patient this would entail the 
reconfiguration of the combination catheter in a catheterization removal medical 
procedure. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 

all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 1 02 of this title, if the 
differences between the subject matter sought to be patented and the 
prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not 
be negatived by the manner in which the invention was made. 

Claims 10-12, 14-16, 24-26, 28, 31-34 are rejected under 35 U.S.C. 

103(a) as being unpatentable over Ganz et al. USPN 4,430,083 in view of Saice 

USPN 3,970,089. Applicant differs from Ganz in explicitly stating a fixing step in 

which the inner surgical element is fixed in an out of plane configuration. 

Although in all likelihood a fixing step is performed by Ganz for obvious safety 
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reasons as well as need for other equipment such as a angiography injection 
device to be connected to the catheter requiring inner catheter stability, Ganz et 
al is silent to such a step. Nevertheless the examiner provides Saice as a 
secondary reference to show that it was known to provide sealing members 
within cardiac catheterization sheaths for sealing and immobilizing the inner 
catheter with respect to the outer sheath (column 3 lines 20-29). Such 
immobilization thus includes preventing rotation as well as extension of the inner 
catheter out of the sheath. See column 1 lines 48-54 for the recognized need and 
benefit for such devices in sheath catheter combinations in 1974, the filing date 
of Saice. Regarding claim 12, both sheath 57a and inner catheter 1 1 have 
preformed curves that are fixed in their distal end portions. Regarding claims 14 
and 16, the distal end curve 105 (b) is disposed in the outer sheath during 
insertion through the sheath and has a step where the inner catheter is extended 
out the distal end. At that step curves 105 and 67a are adjacent one another and 
satisfy the conditions set forth in claims 14 and 16. In regard to claims 31 and 32, 
the insertion of the inner catheter inside the sheath and tracking along the sheath 
lumen rotates the inner catheter in a clockwise direction with respect to the outer 
sheath, (column 7 lines 35-49). 

Claims 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ganz et al. USPN 4,430,083 in view of Saice USPN 3,970,089 as applied to 
claim 10 and optionally in further in view of Badger et al USPN 5,030,204. 
Applicant claims that one of the catheter and the inner element are remotely 
controllable. The examiner considers the inner element of Ganz to be remotely 
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controllable in the sense stated by applicant on page 5 lines 4-7 of his 
specification. The curve section (105) of Ganz is remotely controllable by 
withdrawing and extending the inner element with respect to the outer element, 
as noted above. Alternatively, as in the embodiments where applicant provides a 
pull wire, the examiner considers it obvious in view of Badger to include a pull 
wire in the outer sheath of Ganz to aid in insertion of the catheter and sheath into 
the ostium by reconfiguring the outer sheath into a tighter curve that provides a 
force for inserting the inner catheter deeper into the left coronary ostium. 

Claims 19-22 are rejected under 35 U.S.C. 102(b) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Sylvanowicz USPN 
5,267,982 alone or further in view of Voda USPN 5,401 ,258. Weldon USPN 
5,195,990 and Kiemeneij USPN 6,723,083 cited as evidence. 

Sylvanowicz uses a catheter/sheath system with a preformed curve 
providing a fixed outer sheath similar to applicant's teachings on page 9 lines 23- 
27. Regarding claim 19, Sylvanowicz teaches a combination catheter in figure 9 
with a fixed curve 60 in outer catheter tube 52 and an inner surgical element in 
the form of an inner catheter 50 which are disposed in the body together (such as 
in applicant's specification). The fixed curve 60 can be altered by removing the 
inner catheter out of the outer catheter to achieve the shape shown in figure 1 0. 
The fixed curve portion may also be altered to various shapes by "banking" off 
different walls for anchoring the catheter in place as applicant himself teaches on 
page 17 lines 20-23, yet it is still fixed. In this respect Sylvanowicz shows the 
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curve in fixed curve configurations in figures 9-14. The examiner considers the 
Sylvanowicz catheter's Judkins type curve (60) to provide a fixed curve in a 
"distal end portion" of the catheter so as to define a plane. (Newly cited Kiemeneij 
USPN 6723083 at column 1 lines 62 to column 2 line 5 is but one example of one 
of skill in the art describing a "distal end portion" of a Judkins type catheter as 
"consisting of a straight portion extending from the shaft portion and followed by 
a curved portion for approximately 180° followed by a straight portion forming a 
small angle with the straight portion extending from the shaft portion, this last 
straight portion terminating in a tip portion substantially perpendicular thereto"). 
As in applicant's specification, the inner catheter and outer sheath are disposed 
in the body at the same time thus meeting the disposing steps in the claims. 
Since the inner catheter is taught to be rotated in going from the left coronary 
artery to the right, the distal end of the inner catheter will be formed in an out of 
the plane defined by the outer sheath for a sufficient time to perform medical use 
of the inner catheter, namely a recatheterization of the coronary arteries by 
rotation. Alternatively, since the left and the right coronary arteries are displaced 
approximately at 120 degrees apart as seen in Weldon USPN 5,195,990, the 
inner catheter during these intubation periods of the right or left coronary artery 
ostia will result in out of plane configurations during at least one of or both of, the 
intubation orientations. Furthermore, the examiner cites Voda as showing a 
catheter with a planar body and an out of plane tip to demonstrate that it is 
possible to have a body that orients the catheter body in one plane within the 
aortic arch and orients the distal tip out of plane to better align the tip with the 
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coronary artery. Such configurations are seen in figure 4d and 5d of Voda USPN 
5,401258. If not inherent to Sylvanowicz to have an out of plane configuration 
due to relative orientations of the right and left coronary ostia, it would have been 
obvious to orient the outer sheath 52 in one plane well and the distal tip of the 
inner body element in another, particularly when the right and left coronary 
arteries of the patient are shifted anteriorly or posteriorly as taught by Voda. A 
medical procedure, namely and contrast media injection is performed during 
these periods. 

Claims 10-16, 22, 24, 26, 28, 29, 31-34 are rejected under 35 
U.S.C. 102(b) as anticipated by or, in the alternative, under 35 U.S.C. 103(a) as 
obvious over Sylvanowicz USPN 5,267,982 (alone or further in view of Voda 
USPN 5,401 ,258) and optionally in view of Saice or Quinn USPN 4,580,573. 
(Weldon USPN 5,195,990 and Kiemeneij USPN 6,723,083 and Carpenter USPN 
4,586,491 cited as evidence). 

In regard to claim 10, Sylvanowicz teaches a combination catheter in 
figures 10 and 1 1 with an outer catheter tube 52 and an inner surgical element in 
the form of an inner catheter 50. Sylvanowicz considers the entire catheter body 
to form a modified Judkins Left Coronary shaped catheter at is "distal end 
portion. (See newly cited Kiemeneij USPN 6723083 as explained above). The 
inner catheter is inserted in the outer catheter member and disposed in the body, 
namely at the aortic arch of the heart. As shown in figure 12, the catheter is 
shaped to assume a Judkins left catheter shape. After using the catheter for a 
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medical procedure such as an angiography procedure, the outer catheter is 
withdrawn proximally so as to reshape the outer catheter fixedly in a manner to 
orient its distal end portion 62 towards the right coronary artery 9 (figure 13). This 
shifting is said to also orient the inner catheter distal portion generally towards 
the right coronary ostium as it is extended towards the ostium, the inner catheter 
is then rotated to insert the tip into the ostia to perform a second medical 
procedure (figure 14), including performing a second angiography procedure in 
the right coronary artery. 

The fitting 64 which is described to be a similar fitting as in the early 
embodiment 30 and thus provides an adjustable constricting force to help seal 
the inner tube. Such constriction also provides friction as one or ordinary skill in 
the art would recognize. Applicant's state that the term "fixing" should be given 
it's ordinary meaning (page 21 line 1 of the brief) and such meaning would 
include making firm, stable, or stationary and that no other special meaning 
should be read into the claim. The examiner believes when Sylvanowicz 
performs his angiography injections the combination catheter would be stable, 
firm as well as stationary. The examiner would consider it to be dangerous and 
against all rationale and wisdom for the device in its final configuration orientation 
prior to injection or during injection to be unstable, loose, and/or otherwise, 
moveable. In addition to other stabilizing tasks, the examiner considers it to be 
inherent or obvious to provide enough constricting force upon the gasket member 
64 to result in a stable configuration. (Also see newly cited Carpenter USPN 
4,586,491 lines 24-31 for explanation as to how gaskets provide stable 
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configurations using friction) Making angiography catheters stable to lessen the 
recoil effect caused by "jet effect" is a well known step as attested to by applicant 
himself on page 2 of his specification line 3+. Optional reference Quinn USPN 
4,580,573 is provided as an improvement to the Touch Borst type valve used by 
Sylvanowicz wherein aside from sealing against the inner elements that are 
inserted into the lumen, they also may be "held in place" column 6 line 38 yet 
"permitting, if desired, axial movement and rotation of said catheter-like object 
within said elastic segment". The examiner considers this evidence that the 
Touchy - Borst valve is considered to be a device for holding catheters and the 
like in place yet allowing desired manipulation type device thus meeting the 
ordinary and customary meaning of "fixing". In addistion is also considered an 
obvious substitution to used the valve of Quinn in lieu of the Touchy -Borst for 
the improved holding and sealing disclosed. The examiner also optionally applies 
Saice, another introducer type gasket for sealing and holding inner catheters 
when performing radiopaque injection such as the angiography procedure 
performed in the Sylvanowicz and Quinn references. In Saice it is taught that the 
bladder, which operates as a gasket, is inflated to one pressure to allow 
manipulation of the inner catheter relative to the outer sheath and a second 
pressure once the catheter is in place and dye is to be injected, to immovably fix 
the inner catheter with respect to the outer catheter (see column 3 lines 24-29). 
The examiner considers it obvious for to one of ordinary skill in the art to have 
likewise tightened down the Touhy- Borst adapter of Sylvanowicz to render the 
inner catheter immobile during radiopaque dye injection or, alternatively, to have 
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substituted the valve and methods of Saice which offers an alternative 
configuration for performing dye injections. Substituting one leakage preventing 
valve for another would be an obvious modification to those of ordinary skill in the 
art. 

Finally, with respect to claim 10, it is considered inherent or otherwise 
obvious that the inner curve member distal end portion will be fixed in an outer 
curve. Sylvanowicz method teaches that the outer catheter is merely withdrawn 
and the inner catheter rotated to access both right and left coronary ostia, the 
inner catheter curve is either in plane with the outer catheter plane in one 
configuration and out of plane during the other, or out of plane during both. Either 
way, it is out of plane during at least one of the procedures. Furthermore, as 
noted above, the examiner cites Voda as showing a catheter with a planar body 
and an out of plane tip to demonstrate that it is possible to have a body that 
orients the catheter body in one plane within the aortic arch and orients the distal 
tip out of plane to better align the tip with the coronary artery. Such configurations 
are seen in figure 4d and 5d of Voda USPN 5,401258. If not inherent, it would 
have been obvious to orient the body of the outer catheter body portion as well 
as the distal tip of the inner body portion to access the ostia in an orientation 
similar to that of Voda with a gripping force that holds the inner catheter 
configuration. 

With respect to claims 1 1 , 24, 26, 28 the examiner notes that that no 
physician would permit the inner tubes and outer tubes to spin freely relative to 
one another during injection and would thus provide stability of all components 
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involved. The catheter body is typically attached to an angiography injector which 
holds the catheter in place, i.e. fixes it in place. The gasket member 64 provides 
friction contributing to the stability. The tubes are remotely controllable to form 
curves since manipulation at the proximal end by relative sliding and rotation of 
the tubes with respect to one another results in different curve configurations. 
Applicant discloses such remote control on page 9, lines 23-27. 

With respect to claim 12, both inner and outer catheter members have 
preformed curves in their bodies. 

With respect to claim 13, the inner catheter and outer catheter, the 
devices are remotely controllable in that withdrawing the inner catheter into the 
outer catheter beyond the outer catheter curve results a tighter outer catheter as 
seen in figure 10. In addition when inner catheter curve 57 is withdrawn in to the 
outer catheter tip, it will either straighten the outer catheter, straighten itself, or do 
a combination of the two which results in a reconfiguration, much like the 
embodiments in which applicant perform remote control without the bending 
wires. 

With respect to claims 14 and 16, withdrawing and inserting the inner with 
respect to outer catheter during insertion or withdraw from the body to aid in 
transversing the aortic arch would have been obious, Such a maneuver would 
bring the inner and outer catheter curves adjacent to one another. 

With respect to claim 15, applicant shows an out of plane configuration in 
their figure 15a with straight portion 35 at about 80-85°. As seen in Weldon, the 
transition going from left to right coronary artery is about 120 degrees assuming 
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first configuration has curves 57 and 60 in same plane. The examiner considers 
this to be "about 90° 

Moreover the the right coronary artery is sometimes shifted as seen in figure 5d 
of Voda so that it is approximately 90°. 

Concerning claims 21 and 22, the step of reforming the distal end of the 
combination catheter would occur during removal of the distal tip of the catheter 
member from the right ostia after performing the procedure. Alternatively, and in 
addressing claim 29, it would have been obvious to treat patients with anterior 
and posterior displaced right and left coronary arteries as seen in Voda, 
requiring multiple out of plane configurations during dual angiography. 

Claims 10-16, 19-22, 24, 26, 28-29 and 31-34 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Petruzzi USPN 4,474,174 in view 
D'Amelio USPN 4.659,195 and of Ueda 4,617,914. US Patent class/subclass 
600/148 and Takahashi reference manual cited as evidence. 

Petruzzi et al teach an inner surgical element comprising a catheter with a 
preformed curve 56 along with a surgical instrument disposed therein, and both 
further disposed in an outer catheter in the form of a duodenoscope. Since the 
duodenoscope provides a lumen for the introduction of various instruments and 
fluids, an endoscope is considered to be a "catheter", however, with additional 
features. Petruzzi teaches the use of two wheel controls 42 and 42' that permit 
bending of the distal end of the duodenoscope to allow bending to traverse the 
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alimentary tract including the small intestine region. These types of gastroscopes 
typically provide bending wires that extend from the control wheels to adjacent 
the distal tip of the catheter body so as to allow the distal tip to be bent as it is 
steered through the body. Since Petruzzi elects to not show each and every 
feature of the duodenoscope such as the optic fiber and the control wires, the 
examiner cites D'Amelio et al USPN 4,659,195 to provide the visual deficiencies 
of Petruzzi. To have arranged the control wires and the two control wheel 
elements of Petruzzi in a manner such as those shown in D'Amelio with a 
multiple plane bending arrangement (figures 5-8 of D'Amelio) would have been 
conventional. It is noted that the D'Amelio device is also intended for similar 
medical applications as taught in column 1 lines 5-7, 36-58. The examiner also 
considers it obvious to include a conventional control wheel braking system as 
described in Ueda for holding the curve forming wires in bent configurations cites 
the PTO patent classification system to demonstrate that such deices were so 
conventional to endoscopes that the USPTO has a subclass specific patents 
claiming improvements thereto. As can be seen in figure 1 1 of Petruzzi, the 
endoscope "outer catheter" is used to position catheter member 56 into the 
ampulla of Vater, which is an opening located on the rear wall of the duodenum 
in a highly curved region which tends to curve towards the front of a person near 
the stomach and back towards the rear as well as to the left side approaching the 
ileum. This relative location of the ampulla of Vater is shown to some extent by 
Petruzzi but can better be seen in the three dimensional figure attached to this 
office action (Takahashi "Atlas of the Human Body"). As a result of the relative 
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positions, it is seen as a requirement that the outer tubular member of Petruzzi 
must be used to position the endoscope in a left right manner relative to the page 
while the catheter 56 is bent and or manipulated to guide its tip into the page so 
as to access the ampulla of Vater. Such a manipulation requires the inner 
surgical element , tube 56, snare 58, be positioned out of the plane to the bent 
curved portion of the outer endoscope. It is apparent to those of ordinary skill in 
the art that such an out of plane configuration would be necessary in order to 
access the the ampulla of Vater. 

In applying the analysis to the claims, with respect to claim 19, Petruzzi et 
al shows method in which an outer catheter, in the form of an endoscope 40, 
positioned in a manner such that it curved with the plane defined by the page, 
with an inner surgical element tube 56 or element 58 that has been disposed 
therein and formed in to a shape wherein a distal end of the inner surgical 
element extends rearwardly into the page to form an out of plane configuration.. 
While the Petruzzi device is concerned about the stability of the system ( column 
4 lines 50- 55) he does not teach that the outer catheter bend is "fixed" within the 
body. Although, it would seem apparent that such fixing would be required, the 
examiner notes that Ueda (column 4 lines 65-68) teach that it is well known to 
provide a brake device to hold curved shapes in an endoscope member. To have 
provided a braking system to hold the shape of the Petruzzi endoscope in a fixed 
configuration as shown in figure 1 1 of Petruzzi and the inner catheter has an out 
of plane curve configuration, would have been obvious to prevent accidental 
removal of the inner surgical device or to prevent damage to the tissue. Such 
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holding elements for fixing curves in endoscopes are so notoriously old and well 
known in the art, they have their own classification subclass at the USPTO(class 
600/148). The method(s) performed in Petruzzi while fixed in the configuration is 
interpreted as a catheterization procedure and/or an endoscopic procedure (i.e. 
viewing the ampulla of vater, or to apply the snare to aid in removing stones. 
(Claim 20). 

In regard to claim 21 , after viewing the ampulla of Vater, and extending 
the inner surgical element towards the orifice, it would have been obvious to use 
the bending mechanism (92) to reform the device into a tighter curve to access 
the opening or to reform it to access that various ducts as taught by Petruzzi.. 

In regard to claim 22, the Petruzzi inner surgical element , catheter 56 and 
tool 52 are used in a catheterization procedure as well as a cutting procedure to 
aid in gall stone removal. 

Interpreting the claim language of claims 10-11, 24, 26, 28, 33, 34 
applicant recites "proximally fixing" the distal end portion out of the first plane and 
fixing it against rotation and translation with respect to the outer catheter. 
According to Webster's dictionary, "proximally" is defined at or near a point of 
contact. The examiner considers the side exiting of the inner surgical element, 
catheter 56 to confine the rotation of the inner element with respect to the outer 
tube, as argued by applicant, to prohibit and thus fix the inner surgical element in 
an out of plane configuration against rotation about, and with respect to the outer 
catheter viewing instrument. When the inner catheter is inserted within the 
Ampulla of Vater, the catheter would appear to be translationally fixed due to the 
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bending of the catheter against the endoscope body using wedge member 92. 
Moving the catheter longitudinally would appear to be difficult once the outer 
endoscope is set in place. The examiner would also consider it obvious to use a 
fixing device such as a friction seal in port 48 of the endoscope member to 
prevent accidental rotation and translation of the catheter tool controller 50 that 
would result the dislodgement of the inner catheter and tool from the accessed. 
D'Amellio et al teaches such restricting device for allowing gripping and release 
of extension elements such as inner catheters and tubes to hold them in position 
when desired, (column 6 lines 32-40). 

Concerning claim 12, the inner catheter 56 is preformed into a curved 
portion 80 that is thermoset (column 5 lines 15-20) 

Concerning claim 13, control wires extend from the control handles (42, 
42') to the distal end with the examiner again relying upon D'Amelio for a visual 
illustration of such conventional endoscope structure. 

With regard to claims 14 and 16, viewing figure 1 1 , curve portion 80 and 
curve portion 30 meet the requirements of the claims curve portion distance from 
the distal end. 

Concerning claim 15, the examiner considers it obvious to position the 
viewing element and catheter 56 in any out of plane configuration that is 
necessary to access the Ampulla of Vater. Depending upon the experience of the 
physician and the shape of the intestines of the specific individual a 90 degree 
orientation is well within numerous possible configurations for achieving the 
desired results. 
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As applied to claim 31 , 32, the inner surgical element 56 of Petruzzi is 
initially withdrawn inside of endoscope catheter 56 and is extended out from the 
sideport opening. In doing so the inner catheter resumes it's preformed 
configuration . The distal tip of the catheter thus rotates with respect to the 
endoscope body as it is extended and is further rotated by using element 92, 
see figure 3 with the rotated catheter being shown in the ghost configuration. 

Claims 10-16, 19-22, 24, 26, 28-29 and 31-34 are rejected under 35 
U.S.C. 103(a) as being unpatentable over D'Amelio USPN 4.659,195 in view 
Ueda 4,617,914 (US class/subclass 600/148) and in further view of Forester et al 
USPN 4,905,667 or Patel USPN 4,577,621 . D'Amelio teaches an endoscope 
with an inner scope that may be used in the body in the lower gastrointestinal 
tract, D' Amelio teaches a fixing mechanism 38a and 38b that permits the inner 
scope to be grasped and released to maintain relative positions of the inner and 
outer members. Otherwise the inner member may spin freely or be longitudinally 
extended or retracted. D'Amelio does not teach a mechanism for fixing the outer 
endoscope in a curved configuration however such mechanisms are 
conventional and considered obvious to include to maintain stability upon 
bending as evidenced by Ueda and the cited US patent class/subclass 600/148. 
Thus the combination of D'Amelio and Ueda possess all of the functions recited 
in the claims. Forester et al teach the implantation of an inner endoscope 
member within an outer endoscope member and shows the inner positioned in 
an out of plane configuration for viewing the gall bladder. To have used the 
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D'Amelio device in the Forester procedure and fixed the inner scope in the 
extended position as taught by D'Amelio would have been obvious. It would have 
been obvious to have reconfigured and fixed for inspection, the inner scope for 
viewing each of the various ducts and organs desired to be examined. Similarly, 
the D'Amelio device is useful as a colonoscope and to have fixed the scope in 
various configurations in the complicated colon passages in various planes to 
inspect and treat various lesions such as polyps would have been obvious to one 
of ordinary skill in the art of colonoscopy's given the suggestion of D'Amelio to 
use his device in such procedures. 

Response to Arguments 

Applicant's arguments filed 11-24-2005 have been fully considered but 
they are not persuasive. 

Applicant argues that he intends for his method claims to cover catheter 
shaping and exclude pointing into various other body lumens. For the record, 
examiner notes applicant's statements and while applicant intends to exclude 
such a procedure, the applied art is considered to involve shaping catheters into 
configurations that allow pointing and accessing various body vessels. Thus the 
configuring of the catheter bodies involve requires a shaping process, with an 
extra step of directing into a body lumen for a medical procedure. 

Concerning the 1 12 first paragraph rejection for non-supported claims 22 
and 29, applicant points to some general statements made in another patent, but 
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fails to particularly point out where the specific steps now recited in claims 22 and 
29 may be found. Thus, the rejection is maintained. 

Concerning the rejection of claims 19-22 as anticipated under 102(b) by 
Ganz. Applicant implies that the examiner has made the rejection using the two 
different inner catheters with tips 11a and 1 1b as one rejection. Applicant fails to 
point out where the examiner has stated this in the rejection of 2-5-2005. The 
argument is not persuasive. Applicant also argues that no out of plane formation 
is disclosed in Ganz, all but ignoring the examiner citations in the reference in 
particular to column 7 lines 7-10 and column 7 lines 20 -44. When inner 
catheters 11a and 11b with in-plane protions 101 and 103 are aligned curves 101 
and 67a to formed an "unstressed configuration" (i.e. they are in their coplanar 
state) and thus tip(s) 105 a (or b) which are taught to extend transverse to this 
plane would still extend transverse to the plane of 103 and 101 and thus with 
respect to 109 and 67a (or b) with Applicant argues that the examiner should 
withdraw the rejection under Ganz because applicant testifies that he has never 
heard of a step of catheter removal termed a "medical procedure". The examiner 
notes the plain and simple meaning of the word "medical" relating to physicians 
and the definition of procedure as a step or steps in a procedure. This coupled 
with the knowledge that such catheterizations of the heart can and typically 
involve a catheter as well as an introduction sheath that are remove by 
physicians. The procedure usually entails monitoring the patient by a physician 
and checking vitals to ensure there is adequate blood clot formation capability 
prior to complete removal of the catheters. The procedure can involve multiple 
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steps to ensure that the patient does not bleed to death due to the opening in the 
femoral artery in which the catheter is passed. Patients typically lie in recovery 
for several hours to ensure such saftey. The removal of a catheter most definitely 
qualifies as a medical procedure in its plain and simple meaning. 

Regarding the rejection of claims 10-16, 24-26, 28 and 31-24 over Ganz in 
view of Saice (and Badger in the case of claim 13), applicant once again fails to 
address each and every passage cited by the examiner to demonstrate out of 
plane configurations, in particular to column 7 lines 7-44. The examiner has 
demonstrated reasoning that indicates such an out of plane formation and the 
applicant has failed to rebut it. The examiner does not understand applicant's 
comment at the bottom of page 14 last paragraph. Applicant states there in no 
motivation to combine Ganz and Saice, yet the examiner provided motivation in 
the last office action which stand unrebutted by applicant at this time. Claim 13 is 
argued more narrowly than that which is claimed. See "no remote control 
(pullwire). Regarding claims 14 and 15, the figures are considered to show these 
features. With respect to claim 31 , applicant seems to conced that the examiner 
has showed catheter rotation but argues that The Ganz inner catheter would not 
rotate in a manner as claimed but then fails to point out the specific claim 
language relied upon. 

With regard to the rejection of claims 19-22 under 102(b) or 103(a) 
Sylvanowicz alone or in view of Voda applicant ( Weldon and Kiemeneij cited as 
evidence - notably not mentioned by applicant). 
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Applicant once again takes issue with the eaxminer's interpretation of the 
"distal end portion". The applicant has totally ignores the citation and discussion 
of the Kiemenij reference provided by the examiner in support of the 
interpretation as well as the conflict in applicant's own figures compared to that 
which he argues. Applicant's failure to address each and every argument by the 
examiner renders the response unpersuasive. Regarding applicant's statements 
that a catheter inserted in a patient and carried out to go from one artery to 
another is not a "medical use" of the catheter is bewildering, especially when no 
special definitions are provided in the specification or arguments. 

Regarding the rejection of claims 10-16, 22, 24, 28, 29 31-34 under 103(a) 
over Sylvanowicz alone or in view of Voda, Saice or Quinn (Weldon and 
Kiemeneij and Carpenter cited as evidence - notably not mentioned by applicant. 
Applicant states that using 4 references in 103(a) rejection is highly unlikely to 
anticipate or render obvious a claim that is presented to the office. The examiner 
does not find such an argument to be persuasive. The applicant represents old 
arguments based upon passages in from the Sylvanowicz text (see quotations on 
page 21 of applicant's reply) but fails to comment or address the examiners 
postion regarding these passages. The examiner arguments are found on pages 
20 -21 of the examiner's last office action. Applicant's failure to address these 
arguments is not deemed persuasive. 

Concerning the rejection of Claims 10-16, 19-22, 24, 26, 28 -29 and 31-34 
as being anticipated by Petruzzi in veiw of D'Amelio et al and Ueda ( patent 
class/subclass 600/148 and Takahashi cited as evidence) the applicant relies 
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upon the newly submitted affidavit of Alpiteri. The examiner fails to see where the 
affidavit shows "it is not 'necessary' that the claimed 'out of plane configuration' 
can be used to access the ampulla of Vater" as alleged by applicant. The affidavit 
merely affirms that the viewing window aligns with ampulla of vater. The affidavit 
does not state that the endoscopes distal end portions, those slightly above the 
ampulla of vater when in operation are never bent in a sideways configuration, i.e 
bent at an angle to transverse to the inner catheter curve plain to match the 
curvature of the colon. The examiner believes that applicant knows this to be the 
issue at hand and refuses to address it by implying that there is some special cut 
off length from the distal tip towards proximal end of the catheter that defines 
term "distal end portion". Applicant's implied argument being contrary to that 
shown in applicant's figures. 

Concerning the rejection of claims 10-16, 19-22, 24, 26, 28-29 and 31-34 
under 103(a) over D'Amelio et al in view of Ueda further in view of Forester or 
Patel. Once again the applicant and examiner differ in what may or may not be 
considered a "distal end portion" and applicant pursue arguments along these 
lines. The examiner believes that he has followed the normal meaning of the 
phrase and that applicant has failed to address the examiner's interpretation. The 
examiner considers the "distal end portion" to include the portion of the 
endoscope that extends from the curve extending down in the colon from the 
stomach to the ampulla of vater to include "distal end portion". Applicant 
considers the "distal end portion" to be just the distal tip back to the viewing 
apparatus. Given the overall length of such a endoscope and the length versus 
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that small region which would form what the examiner considers the "distal end 
portion", the examiner feels justified in his interpretation. 

The examiner notes that all previous presented arguments presented by 
the examiner in support of the current pending rejections still apply. 

The affidavits under 37 CFR 1 .132 filed 1 1-4-2205 are insufficient to 
overcome the rejection of claims 10-16, 19-22, 24, 26, 28, 29 and 31-34 based 
upon the art cited as set forth in the last Office action because: The reasons are 
addressed above. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Mark W. Bockelman whose telephone 
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number is (571) 272-4941. The examiner can normally be reached on Monday - 
Friday 10:00 to 6:30. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Robert Pezzuto can be reached on (571) 272 -6996. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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